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Nuclear Regulatory Commission § 35.11 

those approved under the control num-
ber specified in paragraph (a) of this 
section. These information collection 
requirements and the control numbers 
under which they are approved are as 
follows: 

(1) In § 35.12, NRC Form 313, including 
NRC Form 313A, which licensees may 
use to provide supplemental informa-
tion, is approved under control number 
3150–0120. 

(2) [Reserved] 

[67 FR 20370, Apr. 24, 2002, as amended at 71 
FR 15008, Mar. 27, 2006] 

§ 35.10 Implementation. 

(a) A Government agency or a Feder-
ally recognized Indian Tribe that pos-
sesses and uses accelerator-produced 
radioactive material or discrete 
sources of radium-226 for which a spe-
cific medical use license is required by 
the Atomic Energy Act of 1954, as 
amended, must comply with the re-
quirements of this part, including pro-
visions that are specific to licensees, 
on November 30, 2007. All other persons 
who possess and use accelerator-pro-
duced radioactive material or discrete 
sources of radium-226 for which a spe-
cific medical use license is required, 
must comply with the requirements of 
this part, including provisions that are 
specific to licensees, on August 8, 2009, 
or earlier as noticed by the NRC. 

(b)–(c) [Reserved] 
(d) If a license condition exempted a 

licensee from a provision of Part 35 on 
October 24, 2002, then the license condi-
tion continues to exempt the licensee 
from the requirements in the cor-
responding provision of §§ 35.1–35.4002. 

(e) When a requirement in this part 
differs from the requirement in an ex-
isting license condition, the require-
ment in this part shall govern. 

(f) A licensee shall continue to com-
ply with any license condition that re-
quires it to implement procedures re-
quired by §§ 35.610, 35.642, 35.643, and 
35.645 until there is a license amend-
ment or renewal that modifies the li-
cense condition. 

[67 FR 20370, Apr. 24, 2002, as amended at 71 
FR 15008, Mar. 27, 2006; 72 FR 55930, Oct. 1, 
2007] 

§ 35.11 License required. 

(a) A person may manufacture, 
produce, acquire, receive, possess, pre-
pare, use, or transfer byproduct mate-
rial for medical use only in accordance 
with a specific license issued by the 
Commission or an Agreement State, or 
as allowed in paragraph (b) or (c) of 
this section. 

(b) A specific license is not needed for 
an individual who— 

(1) Receives, possesses, uses, or trans-
fers byproduct material in accordance 
with the regulations in this chapter 
under the supervision of an authorized 
user as provided in § 35.27, unless pro-
hibited by license condition; or 

(2) Prepares unsealed byproduct ma-
terial for medical use in accordance 
with the regulations in this chapter 
under the supervision of an authorized 
nuclear pharmacist or authorized user 
as provided in § 35.27, unless prohibited 
by license condition. 

(c)(1) A Government agency or a Fed-
erally recognized Indian Tribe, that 
possesses and uses accelerator-pro-
duced radioactive material or discrete 
sources of radium-226 for which a spe-
cific medical use license is required in 
paragraph (a) of this section, may con-
tinue to use such materials for medical 
uses until the date of the NRC’s final 
licensing determination, provided that 
the person submits a medical use li-
cense application on or before Decem-
ber 1, 2008. 

(2) Except as provided in paragraph 
(c)(1) of this section, all other persons, 
who possess and use accelerator-pro-
duced radioactive material or discrete 
sources of radium-226 for which a spe-
cific medical use license is required in 
paragraph (a) of this section, may con-
tinue to use this type of material for 
medical uses permitted under this part 
until the date of the NRC’s final licens-
ing determination, provided that the 
person submits a medical use license 
application within 12 months from the 
waiver expiration date of August 7, 2009 
or within 12 months from the date of 
an earlier termination of the waiver as 
noticed by the NRC, whichever date is 
earlier. 

[67 FR 20370, Apr. 24, 2002, as amended at 72 
FR 55930, Oct. 1, 2006] 
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